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Participants 

Philip Morris 

Candace Adams 
Shixia Feng 
Valerie King 
Robin Kinser 
Qiwei Liang 
Jan Oey 

HanS'Juergen Roethig 
Mohamadi Sarkar 
Barbara Zedler 

MDS 

Eileen Bums 
Caifeng Fu 
Kim Prchal 
Maureen Sautter 

Covance 

Lisa Geishirt 
Eric Larson 
Mary Larson 
Jill Schultz 

The following items were discussed: 

Approval of 06/21/04 Minutes 

The following points were noted during the last meeting but not included in the minutes: 

• Jill Schultz mentioned that Covance is still working on getting computers transferred. 

• Philip Morris asked if Covance developed a standard source document to use in the 
study. The answer was no. 

• Philip Morris requested a copy of the eCRF. (done) 

• There maybe some quality issues to be considered when inviting previous sites to the 
Follow-up study. 
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UPC Codes 

There are still 15 UPC codes that need to be corrected. Waiting on queries that were sent 
to the sites. Hans requested that a separate meeting be set up to get any outstanding 
issues resolved this week. 

ACTION: J. Oey to provide J. Schultz with availability for call. 

Mary Larson needs tar, nicotine, and CO levels for Marlboro Blend No. 27. 

ACTION: J. Oey to provide. 

Data Discrepancies 

Mary Larson has received more than half of the queries back from the sites. She will 
contact the sites that have not yet responded. Also, Philip Morris confirmed that it is 
acceptable if the coordinators sign the queries. 

ACTION: M. Larson 

TES Timeline 

Database can be closed as soon as all the data queries are resolved and corrected to allow 
MDS to begin data analysis (with the exception of the nicotine and metabolite data as 
additional analyses are to be done). The goal is to have all queries back by 07/31 and all 
corrections made by 08/15. 

ACTION: M. Larson to send corrections that need to be made to E. Larson and P. 
Downey when available. 

Philip Morris asked that Harrogate confirm that the QC/QA review of the nicotine data 
that do not require reanalysis be started now and not wait for the reanalysis of the other 
samples. ACTION: M. Greenwood please confirm. 

TES Follow-up Study 

Philip Morris is reviewing the protocol. 

ACTION: Philip Morris to provide comments by 07/16. 

Preliminary feasibility information will be available 07/19, with final feasibility results 
available 07/27. This information is needed to determine when the study can be started. 
Feasibility information is also needed to prepare the Project Agreement that would cover 
the conduct of the study. Philip Morris would like to complete the clinical conduct by the 
end of the year and therefore would need to start in Sept. 

Philip Morris would like the feasibility information to include alternatives for sites that 
had coordinators that Covance would recommend not working with in the future. 
ACTION: M. Larson/S. Rettig 

Philip Morris also requested a list of items that need to be completed in order for the 
study to be started in Sept. ACTION: M. Larson 
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Next Call 

Date: July 26, 2004 

Time: 1:00 pm CT/2.-00 pm ET 

Toll Free No.: 877-951-4893 (domestic) 

Passcode: 130899 
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